
Over the last several years, there has been growing recognition in the United States of the need 
to develop truly novel antibiotic treatments, and that current mechanisms in place do not provide 
adequate incentives for R&D that meets our public health needs. 
 
Unfortunately, recent proposals that have been passed by Congress and others being pursued 
by industry have been deeply flawed in numerous ways, including 

- Lowering the bar for regulatory approval, allowing antibiotics to be approved with less 
complete data 

- Failing to include well-defined stewardship requirements  
- Providing misaligned incentives that reward companies for products that don’t meet 

public health needs 
- Failing to delink R&D from price and volume of use 
- Narrowly focusing on attempting to spur the development of drugs -- nothing on to 

increase innovation in diagnostic or stewardship 
 
GAIN Act 

- Perverted system in the U.S. of our regulator, the Food and Drug Administration, being 
funded largely through so-called “user fees” assessed on the companies it regulates. 

- Every five years, user fee legislation must be renewed by Congress, and 
because it is “must pass” legislation, it is often used as a legislative “Christmas 
tree” upon which to hang legislative ornaments that wouldn’t have the legs to 
pass on their own. 

- That was the case for the GAIN Act, which became law in 2012 by hitching a ride on that 
year’s user fee legislation. 

- DELINKAGE - The incentive mechanism included in the GAIN Act was to provide an 
additional five years of marketing exclusivity on top of existing marketing exclusivities, 
under the theory that a longer monopoly period would provide incentive to companies to 
conduct more antibiotic R&D 

- Although often times such drugs have at least that much time remaining through 
patent protection, so even if you thought longer monopolies were an appropriate 
carrot, the structure of the incentive in GAIN makes little sense 

- In any case, augmenting monopoly rules is the opposite of a delinkage approach 
- STANDARDS - The standards upon which products are approved are lowered by 

providing qualifying products a less rigorous pathway for FDA approval (Fast Track 
pathway allows for approval based on single phase 2 trial) 

- Drugs approved under Fast Track have been shown to have more safety 
problems than those approved under the standard approval pathway 

- STEWARDSHIP - GAIN failed to include requirements for stewardship and appropriate 
use 

- MISALIGNED INCENTIVES - GAIN set an overly broad definition for what drugs receive 
the exclusivity extension by receiving Qualified Infectious Disease Product (QIDP) 
designation  



- QIDP: fails to identify priorities based on resistance threat and medical need. Any 
drug “intended to treat serious or life threatening infections” may receive QIDP 
designation, and needs no demonstration of significant improvement in safety or 
effectiveness over existing therapies.  

- The expansive list of qualifying pathogens means that virtually any new antibiotic 
would qualify for QIDP 

- Moreover, GAIN fails to target the part of the R&D pipeline where there is a key 
scientific bottleneck -- early drug discovery 

 
ADAPT Act 

- Hitched a ride on a large omnibus FDA “reform”/deregulatory bill, the 21st Century Cures 
Act in 2016 

- Creates Limited Population Pathway for Antibacterial and Antifungal Drugs (LPAD) 
- STANDARDS - Ostensibly the idea behind the pathway is to make it easier for drugs 

that serve a limited number of patients to receive approval, but ADAPT includes nothing 
to prevent the drugs from being prescribed in a broader population and insufficient 
safeguards to protect patients outside the population for which it’s intended. 

- ADAPT allows for drug approval based on surrogate endpoints instead of 
outcomes; smaller clinical trials used as evidence; allows for approval of 
drugs based on preclinical data that actually show the drugs to be inferior 
to existing drugs 

- STEWARDSHIP - Like the GAIN Act, there are no binding requirements for stewardship 
under ADAPT; but only general allusions to the U.S. government supporting 
antimicrobial stewardship programs and creating a mechanism by which facilities can 
report data related to stewardship activities and monitoring resistance and use 

- MISALIGNED INCENTIVES - Lowering standards for approval is meant to be an 
incentive for companies to pursue these products. The pathway is available for any drug 
“intended to treat a serious or life-threatening infection in a limited population of patients 
with unmet needs”. But the lowering of standards is unlikely to help patients with unmet 
needs. Rather it will just help more drugs be approved that aren’t very valuable 

- DELINKAGE - nothing on delinkage 
 
REVAMP Act 

- Last year, shortly after our last meeting, proponents were seeking to get REVAMP to 
hitch a ride on a pandemic preparedness funding bill - Pandemic and All-Hazards 
Preparedness Act 

- Would create new transferable exclusivity voucher -- 12 months of extended patent and 
marketing exclusivity protection that recipients can apply to extend the monopoly on one 
of its drugs (or spread out amongst several products) or sell to another company which it 
could use to do the same. 

- DELINKAGE - Existing monopolies still exist for the new antibiotic, so R&D still not 
delinked from price and quantity sold. But the new incentive is detached from its price 
and use. However, companies would have every reason to use such a voucher on its 



highest revenue drug or sell to another company that would do the same, forcing health 
programs and people who rely on a particular medicine to pay billions of dollars more. 
(limited to drugs that receive Fast Track designation, among other criteria, but still 
includes many important and expensive drugs) 

- STEWARDSHIP - REVAMP requires a report every two years from companies on 
stewardship plans, but has no enforcement plan, nor standards set for companies or 
providers to adhere to. Companies are not best situated to manage antimicrobial 
stewardship 

- MISALIGNED INCENTIVES - Establishes committee consisting of reps from FDA, 
CDC, Biomedical Advanced Research and Development Authority (BARDA), and 
physician representatives to develop critical need antimicrobial priorities, taking into 
account infections for which there are unmet medical need and multidrug resistance. 
Products that treat or prevent such infections eligible for conveyance of award. 

- However there is no clear limitation for breakthrough antibiotics, particularly those 
that are first in class, for eligibility. 

- Moreover the request for designation as a “priority antimicrobial product” can 
come at any time before or after the submission of an application or licensure, 
and there is no threshold for clinical effectiveness. The designation would be 
irrevocable unless there were “an untrue statement of material fact” in the 
request. 

- Like GAIN and ADAPT, does not target early drug discovery, where efforts 
should be focused 

- STANDARDS - no new lower standards for approval created under this bill 
- HOW WE WON (for now): We managed to kill REVAMP for the time being by raising 

awareness in the the public health, and especially in the drug pricing community. 
- Sent information to offices of elected officials on how REVAMP would fall short of 

achieving goal of developing novel antibiotic drugs 
- Raised political pressure through sign-on letter efforts lead by Public Citizen and 

others in this room (TAG, MSF), but also helping generate letters from other 
health care industry players active in the drug pricing space and one of the most 
prominent patient groups working on prescription drug prices in the United States 

- Effectively made it clear that a vote for REVAMP is a vote to increase drug prices 
 
Prize Fund in Affordable Medications Act  

- support of 15 Senators 
- Included in proposed omnibus drug pricing bill in 115th Congress 
- $2 billion over 10 years 
- NIH establishes criteria and structure of prizes 
- Only pull, not push 
- Submission of stewardship plan to NIH for review and approval, but needs to be further 

defined, enforceable 
 



Looking forward -- pharmaceutical industry and aligned groups are continuing to push for large 
market entry rewards, including transferable exclusivity vouchers. It’s likely we haven’t seen the 
last of REVAMP. 


